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888.3550 Knee joint patellofemorotibial
polymer/metal/metal constrained ce-
mented prosthesis.

888.3560 Knee joint patellofemorotibial
polymer/metal/polymer semi-constrained
cemented prosthesis.

888.3570 Knee joint femoral (hemi-knee) me-
tallic uncemented prosthesis.

888.3580 Knee joint patellar (hemi-knee) me-
tallic resurfacing uncemented prosthesis.

888.3590 Knee joint tibial (hemi-knee) me-
tallic resurfacing uncemented prosthesis.

888.3640 Shoulder joint metal/metal or
metal/polymer constrained cemented
prosthesis.

888.3650 Shoulder joint metal/polymer non-
constrained cemented prosthesis.

888.3660 Shoulder joint metal/polymer semi-
constrained cemented prosthesis.

888.3680 Shoulder joint glenoid (hemi-shoul-
der) metallic cemented prosthesis.

888.3690 Shoulder joint humeral (hemi-
shoulder) metallic uncemented pros-
thesis.

888.3720 Toe joint polymer constrained pros-
thesis.

888.3730 Toe joint phalangeal (hemi-toe)
polymer prosthesis.

888.3750 Wrist joint carpal lunate polymer
prosthesis.

888.3760 Wrist joint carpal scaphoid polymer
prosthesis.

888.3770 Wrist joint carpal trapezium poly-
mer prosthesis.

888.3780 Wrist joint polymer constrained
prosthesis.

888.3790 Wrist joint metal constrained ce-
mented prosthesis.

888.3800 Wrist joint metal/polymer semi-
constrained cemented prosthesis.

888.3810 Wrist joint ulnar (hemi-wrist) poly-
mer prosthesis.

Subpart E—Surgical Devices

888.4150 Calipers for clinical use.
888.4200 Cement dispenser.
888.4210 Cement mixer for clinical use.
888.4220 Cement monomer vapor evacuator.
888.4230 Cement ventilation tube.
888.4300 Depth gauge for clinical use.
888.4540 Orthopedic manual surgical instru-

ment.
888.4580 Sonic surgical instrument and ac-

cessories/attachments.
888.4600 Protractor for clinical use.
888.4800 Template for clinical use.
888.5850 Nonpowered orthopedic traction ap-

paratus and accessories.
888.5890 Noninvasive traction component.
888.5940 Cast component.
888.5960 Cast removal instrument.
888.5980 Manual cast application and re-

moval instrument.

AUTHORITY: 21 U.S.C. 351, 360, 360c, 360e,
360j, 371.

SOURCE: 52 FR 33702, Sept. 4, 1987, unless
otherwise noted.

Subpart A—General Provisions

§ 888.1 Scope.

(a) This part sets forth the classifica-
tion of orthopedic devices intended for
human use that are in commercial dis-
tribution.

(b) The identification of a device in a
regulation in this part is not a precise
description of every device that is, or
will be, subject to the regulation. A
manufacturer who submits a pre-
market notification submission for a
device under part 807 cannot show
merely that the device is accurately
described by the section title and iden-
tification provision of a regulation in
this part, but shall state why the de-
vice is substantially equivalent to
other devices, as required by § 807.87.

(c) To avoid duplicative listings, an
orthopedic device that has two or more
types of uses (e.g., used both as a diag-
nostic device and as a surgical device)
is listed in one subpart only.

(d) References in this part to regu-
latory sections of the Code of Federal
Regulations are to chapter I of title 21
unless otherwise noted.

§ 888.3 Effective dates of requirement
for premarket approval.

A device included in this part that is
classified into class III (premarket ap-
proval) shall not be commercially dis-
tributed after the date shown in the
regulation classifying the device unless
the manufacturer has an approval
under section 515 of the act (unless an
exemption has been granted under sec-
tion 520(g)(2) of the act). An approval
under section 515 of the act consists of
FDA’s issuance of an order approving
an application for premarket approval
(PMA) for the device or declaring com-
pleted a product development protocol
(PDP) for the device.

(a) Before FDA requires that a device
commercially distributed before the
enactment date of the amendments, or
a device that has been found substan-
tially equivalent to such a device, has
an approval under section 515 of the
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